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(l) Removal means the physical re-
moval of a device from its point of use 
to some other location for repair, 
modification, adjustment, relabeling, 
destruction, or inspection. 

(m) Unique device identifier (UDI) 
means an identifier that adequately 
identifies a device through its distribu-
tion and use by meeting the require-
ments of § 830.20 of this chapter. A 
unique device identifier is composed of: 

(1) A device identifier—a mandatory, 
fixed portion of a UDI that identifies 
the specific version or model of a de-
vice and the labeler of that device; and 

(2) A production identifier—a condi-
tional, variable portion of a UDI that 
identifies one or more of the following 
when included on the label of the de-
vice: 

(i) The lot or batch within which a 
device was manufactured; 

(ii) The serial number of a specific 
device; 

(iii) The expiration date of a specific 
device; 

(iv) The date a specific device was 
manufactured. 

(v) For an HCT/P regulated as a de-
vice, the distinct identification code 
required by § 1271.290(c) of this chapter. 

[61 FR 59018, Nov. 20, 1996, as amended at 78 
FR 58821, Sept. 24, 2013] 

§ 810.3 Computation of time. 

In computing any period of time pre-
scribed or allowed by this part, the day 
of the act or event from which the des-
ignated period of time begins to run 
shall not be included. The computation 
of time is based only on working days. 

§ 810.4 Service of orders. 

Orders issued under this part will be 
served in person by a designated em-
ployee of FDA, or by certified or reg-
istered mail or similar mail delivery 
service with a return receipt record re-
flecting receipt, to the named person or 
designated agent at the named person’s 
or designated agent’s last known ad-
dress in FDA’s records. 

Subpart B—Mandatory Medical 
Device Recall Procedures 

§ 810.10 Cease distribution and notifi-
cation order. 

(a) If, after providing the appropriate 
person with an opportunity to consult 
with the agency, FDA finds that there 
is a reasonable probability that a de-
vice intended for human use would 
cause serious, adverse health con-
sequences or death, the agency may 
issue a cease distribution and notifica-
tion order requiring the person named 
in the order to immediately: 

(1) Cease distribution of the device; 
(2) Notify health professionals and 

device user facilities of the order; and 
(3) Instruct these professionals and 

device user facilities to cease use of the 
device. 

(b) FDA will include the following in-
formation in the order: 

(1) The requirements of the order re-
lating to cessation of distribution and 
notification of health professionals and 
device user facilities; 

(2) Pertinent descriptive information 
to enable accurate and immediate iden-
tification of the device subject to the 
order, including, where known: 

(i) The brand name of the device; 
(ii) The common name, classification 

name, or usual name of the device; 
(iii) The model, catalog, or product 

code numbers of the device; 
(iv) The manufacturing lot numbers 

or serial numbers of the device or other 
identification numbers; and 

(v) The unique device identifier (UDI) 
that appears on the device label or on 
the device package; and 

(3) A statement of the grounds for 
FDA’s finding that there is a reason-
able probability that the device would 
cause serious, adverse health con-
sequences or death. 

(c) FDA may also include in the order 
a model letter for notifying health pro-
fessionals and device user facilities of 
the order and a requirement that noti-
fication of health professionals and de-
vice user facilities be completed within 
a specified timeframe. The model letter 
will include the key elements of infor-
mation that the agency in its discre-
tion has determined, based on the cir-
cumstances surrounding the issuance 
of each order, are necessary to inform 
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health professionals and device user fa-
cilities about the order. 

(d) FDA may also require that the 
person named in the cease distribution 
and notification order submit any or 
all of the following information to the 
agency by a time specified in the order: 

(1) The total number of units of the 
device produced and the timespan of 
the production; 

(2) The total number of units of the 
device estimated to be in distribution 
channels; 

(3) The total number of units of the 
device estimated to be distributed to 
health professionals and device user fa-
cilities; 

(4) The total number of units of the 
device estimated to be in the hands of 
home users; 

(5) Distribution information, includ-
ing the names and addresses of all con-
signees; 

(6) A copy of any written communica-
tion used by the person named in the 
order to notify health professionals and 
device user facilities; 

(7) A proposed strategy for complying 
with the cease distribution and notifi-
cation order; 

(8) Progress reports to be made at 
specified intervals, showing the names 
and addresses of health professionals 
and device user facilities that have 
been notified, names of specific individ-
uals contacted within device user fa-
cilities, and the dates of such contacts; 
and 

(9) The name, address, and telephone 
number of the person who should be 
contacted concerning implementation 
of the order. 

(e) FDA will provide the person 
named in a cease distribution and noti-
fication order with an opportunity for 
a regulatory hearing on the actions re-
quired by the cease distribution and 
notification order and on whether the 
order should be modified, or vacated, or 
amended to require a mandatory recall 
of the device. 

(f) FDA will also provide the person 
named in the cease distribution and no-
tification order with an opportunity, in 
lieu of a regulatory hearing, to submit 
a written request to FDA asking that 
the order be modified, or vacated, or 
amended. 

(g) FDA will include in the cease dis-
tribution and notification order the 
name, address, and telephone number 
of an agency employee to whom any re-
quest for a regulatory hearing or agen-
cy review is to be addressed. 

[61 FR 59018, Nov. 20, 1996, as amended at 78 
FR 58821, Sept. 24, 2013] 

§ 810.11 Regulatory hearing. 
(a) Any request for a regulatory hear-

ing shall be submitted in writing to the 
agency employee identified in the 
order within the timeframe specified 
by FDA. Under § 16.22(b) of this chapter, 
this timeframe ordinarily will not be 
fewer than 3 working days after receipt 
of the cease distribution and notifica-
tion order. However, as provided in 
§ 16.60(h) of this chapter, the Commis-
sioner of Food and Drugs or presiding 
officer may waive, suspend, or modify 
any provision of part 16 under § 10.19 of 
this chapter, including those per-
taining to the timing of the hearing. 
As provided in § 16.26(a), the Commis-
sioner or presiding officer may deny a 
request for a hearing, in whole or in 
part, if he or she determines that no 
genuine and substantial issue of fact is 
raised by the material submitted in the 
request. 

(b) If a request for a regulatory hear-
ing is granted, the regulatory hearing 
shall be limited to: 

(1) Reviewing the actions required by 
the cease distribution and notification 
order, determining if FDA should af-
firm, modify, or vacate the order, and 
addressing an appropriate cease dis-
tribution and notification strategy; 
and 

(2) Determining whether FDA should 
amend the cease distribution and noti-
fication order to require a recall of the 
device that was the subject of the 
order. The hearing may also address 
the actions that might be required by a 
recall order, including an appropriate 
recall strategy, if FDA later orders a 
recall. 

(c) If a request by the person named 
in a cease distribution and notification 
order for a regulatory hearing is grant-
ed, the regulatory hearing will be con-
ducted in accordance with the proce-
dures set out in section 201(x) of the 
act (21 U.S.C. 321(x)) and part 16 of this 
chapter, except that the order issued 
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